MEMORANDUM OF MEETING

Date:
June 19, 2003

Place:
FDA/Center for Foods and Applied Nutrition, College Park, MD

Participants:


Industry


Sandler, Travis & Rosenberg, P.A. – Virgilo Mota, Trade Advisor







Lauren V. Perez, Int’l Trade Advisor







Gilbert Lee Sandler, Attorney at Law


FedEx – Brian D. Gill, Manager, Customs Brokerage Administration


Flegenheimer International, Inc. – William A. Flegenheimer


Produce Broker – David Dozier, Tampa, FL 


FDA


Louis J. Carson, Deputy Director, Food Safety and Security Staff (HFS-32)


Marion Allen, Food Safety and Security Staff (HFS-32)


Anne Taylor, Office of Regulations and Policy (HFS-4)


Kristina  Harper, Office of Legislative Affairs (HFW-12)

Subject:
The Public Health Security and Bioterrorism and Response Act of 2002



Proposed Regulations

Representatives of the International Food Coalition (IFC or coalition) requested this meeting with representatives from the Center for Food Safety and Applied Nutrition (CFSAN).  Discussed were the Bioterrorism (BT) proposed rules for Registration, Prior Notice, Recordkeeping and Administrative Detention.

Mr. Carson led the discussion for the meeting and informed the industry representatives that the comment period for Registration and Prior Notice had ended; therefore we were not able to receive further comments on these two proposed rules.  Mr. Carson acknowledged that we received timely comments in the docket from IFC.   

The IFC’s representative’s primary concerns centered on the Registration and Prior Notice purposed rules.  They expressed the hardship that the final Prior Notice regulation would impose on the industry and Agency with respect to the data elements and early notification requirements.  They emphasized that we are duplicating the data requirements that already exist between U.S. Customs and FDA’s OASIS system.  

Mr. Carson assured the IFC representatives that we were taking all comments into consideration and looking at every possible measure to minimize the burden on the industry and the Agency.  The views expressed by the coalition were submitted during the comment period for Registration and Prior Notice.  IFC is also preparing comments for submission to dockets for Administrative Detention and Recordkeeping.

Mr. Carson informed the industry representatives that the final rules are under an expedited review process and that the Agency is statutorily obligated to issue the final rules by December 12, 2003.  The representatives thanked Mr. Carson and other CFSAN representatives for their time and stated that they appreciated the opportunity to come in and discuss the intent of Act and the proposed regulations.






Prepared by:  






Marion V. Allen






Marion V. Allen






Inspections/Compliance Coordinator






Center for Food Safety and Applied Nutrition






Food Safety and Security Staff, HFS-32

